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The term "genetically modified", in claims 39 and 44, is interpreted as containing an 
exogenous DNA sequence or transgenic (see specification, page 5, line 30 to page 6, line 2 
and page 7, lines 4-14). 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 35-38 and 40-43 are rejected under 35 U.S.C. 101 because the claimed 
invention is directed to non-statutory subject matter. The claims are not distinguished over 
a mammalian embryo or mammal found in nature. The claims are to products produced by 
a particular process. However, neither the mammalian embryo nor the mammal is altered 
by the process so that the "hand of man" is present. Therefore, the claimed mammalian 
embryos and mammals are not seen as a new manufacture or composition of matter as 
required by 35 U.S.C. 101. 

Claims 39 and 44 have intentionally been omitted as they encompass transgenic 
nonhuman mammalian embryos and transgenic nonhuman mammals, which would be 
altered by the hand of man. (See definition of "genetically modified" above.) 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

Claims 35,38,39,40,43 and 44 rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Each of claims 39 and 44 state that the "cell has been genetically modified prior to 
nuclear transfer." However, it is not clear if in this instance the resultant mammalian 
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embryo (claim 39) or mammal (44) has the same set of chromosomes as a nonhuman, non- 
embryonic mammal of the same species. The claims are being examined as if the cell being 
transferred is from a transgenic nonhuman mammal as this is the contemplation in the 
specification. 

Claims 38 and 43 state "wherein the cell is abstracted ex vivo. 1 ' The meaning of the 
term is not clear and there is no definition in the specification. For examination purposes, 
the term is taken to mean that the cells are isolated from multicellular embryos. 


The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form 
the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a 
foreign country or in public use or on sale in this country, more than one year prior 
to the date of application for patent in the United States. 

Claims 34-38 are rejected under 35 U.S.C. 102(b) as being clearly anticipated by 
U.S. Patent 5,057,420 issued October 15, 1991 (Massey). 

Massey teaches bovine embryos isolated from cows that have been artificially 

inseminated (col. 3, lines 18-31). Bovine embryos encompassed by the present claims and 

made by a particular process of the claims do not have a property that distinguishes them 

from those bovine embryos taught by Massey. That the claimed embryos have the same set 

of chromosomes as a nonhuman, non-embryonic mammal does not provide a 

distinguishing feature to the resultant embryo, as the source of the embryo's chromosomes 

does not affect the embryo. Thus, Massey clearly anticipates the claimed invention. 

Where the claimed and prior art products are identical or substantially identical in 
structure or composition, or are produced by identical or substantially identical processes, a 
prima facie case of either anticipation or obviousness has been established. In re Best, 562 
F.2d 1252, 1255, 195 USPQ 430, 433 (CCPA 1977). "When the PTO shows a sound basis for 
believing that the products of the applicant and the prior art are the same, the applicant has 
the burden of showing that they are not." In re Spada, 911 F.2d 705, 709, 15 USPQ2d 
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1655, 1658 (Fed. Cir. 1990). Therefore, the prima facie case can be rebutted by evidence 
showing that the prior art products do not necessarily possess the characteristics of the 
claimed product. In re Best, 562 F.2d at 1255, 195 USPQ at 433. See also Titanium Metals 
Corp. v. Banner, 778 F.2d 775, 227 USPQ 773 (Fed. Cir. 1985), In re Ludtke, 441 F.2d 660, 
169 USPQ 563 (CCPA 1971), Northam Warren Corp. v. D. F. Newfteld Co., 7 F. Supp. 773, 
22 USPQ 313 (E.D.N.Y. 1934) and MPEP 2112.01. 

Claims 40-43 are rejected under 35 U.S.C. 102(b) as being clearly anticipated by 

The Science of Providing Milk for Man , Campbell and Marshall, McGraw Hill Book Co., New 

York, 1975, pages 48, 49, and 51-56. 

At pages 48,49 and 51-56, Campbell and Marshall teach several different bovines 

that existed prior to applicant's invention. A bovine produced by the claimed methods would 

not be patentably distinct from any one of the bovines of Campbell and Marshall as the 

method does not provide a patentably distinguishing feature to the claimed mammal. That 

the claimed mammals have the same set of chromosomes as a nonhuman, non-embryonic 

mammal does not provide a distinguishing feature to the resultant mammal, as the source 

of the mammal's chromosomes does not affect the mammal. Thus, Campbell and Marshall 

clearly anticipate the claimed invention. 

Where the claimed and prior art products are identical or substantially identical in 
structure or composition, or are produced by identical or substantially identical processes, a 
prima facie case of either anticipation or obviousness has been established. In re Best, 562 
F.2d 1252, 1255, 195 USPQ 430, 433 (CCPA 1977). "When the PTO shows a sound basis for 
believing that the products of the applicant and the prior art are the same, the applicant has 
the burden of showing that they are not." In re Spada, 911 F.2d 705, 709, 15 USPQ2d 
1655, 1658 (Fed. Cir. 1990). Therefore, the prima facie case can be rebutted by evidence 
showing that the prior art products do not necessarily possess the characteristics of the 
claimed product. In re Best, 562 F.2d at 1255, 195 USPQ at 433. See also Titanium Metals 
Corp. v. Banner, 778 F.2d 775, 227 USPQ 773 (Fed. Cir. 1985), In re Ludtke, 441 F.2d 660, 
169 USPQ 563 (CCPA 1971), Northam Warren Corp. v. D. F. Newfteld Co., 7 F. Supp. 773, 
22 USPQ 313 (E.D.N.Y. 1934) and MPEP 2112.01. 


Claims 34-38 and 40-43 are rejected under 35 U.S.C. 102(b) as being clearly 
anticipated by Sims et al. (1993) Proceed. Natl. Acad. Sci. 90, 6143-6147. 

Sims teaches the production of bovines and bovine embryos by nuclear transfer, 


where the donor nucleus is from a bovine cultured inner cell mass cell (page 6145, col. 2, 
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parag. 2, lines 1-7 and page 6146, col. 1, parag. 2, lines 6-11). The source of the donor 

nucleus, be it bovine inner cell mass cell or a non-embryonic cell as claimed, does not 

provide a patentable distinction on the resulting bovine embryo or bovine. The source of the 

donor nucleus does not alter the bovine embryo or bovine such that the bovine embryo or 

bovine encompassed by applicant's claims is patentable distinct from those of Sims et al. 

Indeed, the bovine embryo and bovine of Sims contains the same set of chromosomes as a 

non-embryonic bovine of the same species, that is the same chromosomes as the donor 

bovine. Thus, Sims clearly anticipates the claimed invention. 

Where the claimed and prior art products are identical or substantially identical in 
structure or composition, or are produced by identical or substantially identical processes, a 
prima facie case of either anticipation or obviousness has been established. In re Best, 562 
F.2d 1252, 1255, 195 USPQ 430, 433 (CCPA 1977). "When the PTO shows a sound basis for 
believing that the products of the applicant and the prior art are the same, the applicant has 
the burden of showing that they are not." In re Spada, 911 F.2d 705, 709, 15 USPQ2d 
1655, 1658 (Fed. Cir. 1990). Therefore, the prima facie case can be rebutted by evidence 
showing that the prior art products do not necessarily possess the characteristics of the 
claimed product. In re Best, 562 F.2d at 1255, 195 USPQ at 433. See also Titanium Metals 
Corp, v. Banner, 778 F.2d 775, 227 USPQ 773 (Fed. Cir. 1985), In re Ludtke, 441 F.2d 660, 
169 USPQ 563 (CCPA 1971), Northam Warren Corp. v. D. F. Newfield Co., 7 F. Supp. 773, 
22 USPQ 313 (E.D.N.Y. 1934) and MPEP 2112.01. 


Claims 34,39,40 and 44 are rejected under 35 U.S.C. 102(b) as being clearly 
anticipated by WO 95/17500 published 29 June 1995 (Stice). 

Stice teaches transgenic nonhuman mammalian embryos and transgenic nonhuman 
mammals produced by nuclear transfer where the nuclear donor is an embryonic cell 
comprising a genetic modification (page 33, lines 14-24). The source of the donor nucleus, 
be it a genetically modified nonhuman embryonic cell as Stice teaches or a genetically 
modified non-embryonic, nonhuman mammalian cell as claimed, does not provide a 
patentable distinction on the resulting genetically modified nonhuman embryo or genetically 
modified nonhuman mammal. The source of the donor nucleus does not alter the embryo or 
mammal such that the embryo or mammal encompassed by applicant's claims is patentable 
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distinct from those of Stice et al. Further, Sims teaches that the cells are cultured in vitro 
and are abstracted ex vivo (page 6144, 1, 8-15). Thus, Sims clearly anticipates the claimed 


Where the claimed and prior art products are identical or substantially identical in 
structure or composition, or are produced by identical or substantially identical processes, a 
prima facie case of either anticipation or obviousness has been established. In re Best, 562 
F.2d 1252, 1255, 195 USPQ 430, 433 (CCPA 1977). "When the PTO shows a sound basis for 
believing that the products of the applicant and the prior art are the same, the applicant has 
the burden of showing that they are not." In re Spada, 911 F.2d 705, 709, 15 USPQ2d 
1655, 1658 (Fed. Cir. 1990). Therefore, the prima facie case can be rebutted by evidence 
showing that the prior art products do not necessarily possess the characteristics of the 
claimed product. In re Best, 562 F.2d at 1255, 195 USPQ at 433. See also Titanium Metals 
Corp. v. Banner, 778 F.2d 775, 227 USPQ 773 (Fed. Cir. 1985), In re Ludtke, 441 F.2d 660, 
169 USPQ 563 (CCPA 1971), Northam Warren Corp. v. D. F. Newfield Co., 7 F. Supp. 773, 
22 USPQ 313 (E.D.N.Y. 1934) and MPEP 2112.01. 


Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Deborah Crouch, Ph.D., Acting SPE of AU 1632 whose 
telephone number is 703-308-1126. The examiner can normally be reached on M-Th. 

The fax phone numbers for the organization where this application or proceeding is 
assigned are 703-308-4242 for regular communications and 703-308-4242 for After Final 
communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703-308- 


invention. 


0916. 



Deborah Crouch, Ph.D. 
Primary Examiner 
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